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to lead to a lifetime excess risk of one 
in a million. Exposure refers to the an-
ticipated exposure from normal life-
time use of the product, including use 
as a child as well as use as an adult. 

(ii) ADI for Neurotoxicological and De-
velopmental/Reproductive Agents. Due to 
the difficulties in using a numerical 
risk assessment method to determine 
risk for neurotoxicological or develop-
mental/reproductive toxicants, the 
Commission is using a safety factor ap-
proach, as explained below. 

(A) Human Data. If the hazard is 
ascertained from human data, a safety 
factor of ten will be applied to the low-
est No Observed Effect Level (‘‘NOEL’’) 
seen among the relevant studies. If no 
NOEL can be determined, a safety fac-
tor of 100 will be applied to the Lowest 
Observed Effect Level (‘‘LOEL’’). Both 
the NOEL and LOEL are defined in 
terms of daily dose level. 

(B) Animal Data. If the hazard is 
ascertained from animal data, a safety 
factor of one hundred will be applied to 
the lowest NOEL. If no NOEL can be 
determined, a safety factor of one 
thousand will be applied to the lowest 
LOEL. Both the NOEL and LOEL are 
defined in terms of daily dose level. 

[57 FR 46665, Oct. 9, 1992]

§ 1500.210 Responsibility. 
The provisions of these regulations 

(16 CFR subchapter C of chapter II) 
with respect to the doing of any act 
shall be applicable also to the causing 
of such act to be done.

§ 1500.211 Guaranty. 
In the case of the giving of a guar-

anty or undertaking referred to in sec-
tion 5(b)(2) of the act, each person sign-
ing such guaranty or undertaking, or 
causing it to be signed, shall be consid-
ered to have given it. Each person 
causing a guaranty or undertaking to 
be false is chargeable with violations of 
section 4(d) of the act.

§ 1500.212 Definition of guaranty; sug-
gested forms. 

(a) A guaranty or undertaking re-
ferred to in section 5(b)(2) of the act 
may be: 

(1) Limited to a specific shipment or 
other delivery of an article, in which 
case it may be a part of or attached to 

the invoice or bill of sale covering such 
shipment of delivery; or 

(2) General and continuing, in which 
case, in its application to any shipment 
or other delivery of an article, it shall 
be considered to have been given at the 
date such article was shipped or deliv-
ered, or caused to be shipped or deliv-
ered, by the person who gives the guar-
anty of undertaking. 

(b) The following are suggested forms 
of guaranty or undertaking referred to 
in section 5(b)(2) of the act. 

(1) Limited form for use on invoice or 
bill of sale.
(Name of person giving the guaranty or un-

dertaking)
hereby guarantees that no article listed 
herein is misbranded within the meaning of 
the Federal Hazardous Substances Act. 
(Signature and post-office address of person 

giving the guaranty or undertaking)
(2) General and continuing forms.

The article comprising each shipment or 
other delivery hereafter made by lllll

(Name of person giving the guaranty or un-
dertaking)

to, or on the order of llllllllll

(Name and post-office address of person to 
whom the guaranty or undertaking is 
given)

is hereby guaranteed, as of the date of such 
shipment or delivery, to be, on such date, 
not misbranded within the meaning of the 
Federal Hazardous Substances Act.
(Signature and post-office address of person 
giving the guaranty or undertaking)

(c) The application of a guaranty or 
undertaking referred to in section 
5(b)(2) of the act to any shipment or 
other delivery of an article shall expire 
when such article, after shipment or 
delivery by the person who gave such 
guaranty or undertaking, becomes mis-
branded within the meaning of the act.

§ 1500.213 Presentation of views under 
section 7 of the act. 

(a) Presentation of views under sec-
tion 7 of the act shall be private and in-
formal. The views presented shall be 
confined to matters relevant to the 
contemplated proceeding. Such views 
may be presented by letter or in person 
by the person to whom the notice was 
given, or by his representative. In case 
such person holds a guaranty or under-
taking referred to in section 5(b)(2) of 
the act applicable to the article on 
which such notice was based, such 
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